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	Department
	 Packaging

	Job Title
	 Assistant Manager, Packaging
	FLSA Status
	 Exempt

	Role
	 N/A

	Sub Role (If any)
	 N/A

	Reports To
	 Director, Operations



1. Role Purpose:
(Provide a summary of the primary purpose of this role)
	· Support the Packaging Manager in leading daily packaging operations to ensure the timely, compliant, and efficient packaging of oral solid dosage pharmaceutical products.
· Provide operational leadership across packaging shifts, lines, and personnel to achieve departmental goals for safety, quality, compliance, productivity, and schedule attainment.
· Coordinate packaging activities with Supervisors and cross-functional departments to maintain workflow, resolve operational issues, and minimize downtime and waste.
· Assist with employee development, performance management, investigations, continuous improvement, and other departmental responsibilities while serving as a designated backup to the Packaging Manager.



2. Key Duties & Responsibilities:
(Briefly describe the essential activities that are performed by this role including key duties/responsibilities. Each statement should start with a verb. Additionally, indicate how frequently it is performed)
	· Support the Packaging Manager in overseeing the day-to-day operations of the Packaging Department in accordance with SOPs, cGMP, FDA, DEA, OSHA, and company requirements.
· Provide leadership and direction to Packaging Supervisors and other packaging personnel across assigned shifts or operational areas.
· Coordinate daily and weekly packaging schedules with the Packaging Manager, Supervisors, Quality Assurance, Warehouse, Manufacturing, Shipping, and other supporting departments.
· Monitor production progress, staffing, equipment availability, material readiness, and line performance to identify and resolve issues that may affect packaging schedules.
· Adjust labor assignments and operational priorities within established authority to maintain workflow and meet production requirements.
· Review packaging documentation, including batch records, logbooks, cleaning records, reconciliation records, and production reports, to ensure accuracy, completeness, and timely completion.
· Ensure packaging operations are conducted in accordance with approved procedures, product requirements, data integrity standards, and established safety practices.
· Monitor departmental performance indicators, including schedule attainment, labor utilization, downtime, waste, line efficiency, and documentation performance.
· Analyze production losses, recurring issues, and performance trends and recommend or implement appropriate corrective and continuous improvement actions.
· Support packaging-related deviations, investigations, CAPAs, change controls, and other Quality System activities by gathering information, evaluating operational causes, and ensuring timely completion of assigned actions.
· Assist with the implementation of new products, packaging configurations, equipment, processes, and operational improvements.
· Support equipment qualification and packaging process validation activities, including IQ, OQ, PQ, engineering studies, and line trials, as assigned.
· Ensure accurate and timely entry of packaging information into ERP and production reporting systems, including systems such as SYSPRO, SAP, or JDE.
· Verify compliance with applicable DEA, FDA, inventory control, reconciliation, and company recordkeeping requirements.
· Coach and develop Packaging Supervisors, Line Leaders, Operators, Material Handlers, and Mechanics to strengthen leadership capability, technical performance, accountability, and compliance.
· Ensure packaging personnel receive required training on SOPs, cGMP, GxP, ALCOA+, data integrity, safety procedures, equipment operation, and departmental expectations.
· Assist Supervisors with employee performance concerns, attendance issues, workplace conduct, coaching, and disciplinary documentation in coordination with the Packaging Manager and Human Resources.
· Evaluate staffing and training needs and communicate recommendations to the Packaging Manager to support production requirements and employee development.
· Conduct or participate in shift meetings, production meetings, investigations, performance reviews, and cross-functional operational discussions.
· Prepare and communicate production updates, shift summaries, performance metrics, staffing concerns, compliance risks, and operational priorities to the Packaging Manager.
· Support internal audits and regulatory inspections by maintaining inspection readiness and assisting with the retrieval, review, and explanation of packaging documentation and practices.
· Promote a culture of safety, quality, compliance, accountability, teamwork, and continuous improvement throughout the Packaging Department.
· Serve as the designated departmental leader in the absence of the Packaging Manager within the authority assigned by senior management.
· Perform other duties and special projects as assigned in support of departmental and company objectives.









3.Typical Supervisory Responsibility:
(Identify any responsibilities the role has for supervising others)
	· Directly supervise Packaging Supervisors and provide operational oversight to Packaging Line Leaders, Operators, Material Handlers, and Packaging Mechanics across assigned shifts or areas.
· Assist with employee selection, onboarding, training, coaching, performance evaluation, attendance management, and corrective action in coordination with the Packaging Manager and Human Resources.
· Provide department-level leadership in the absence of the Packaging Manager while escalating significant personnel, compliance, safety, and business decisions to the appropriate level of management.






4. Education & Experience:
(Describe the education required for this role, including specifications, if any.  If equivalent experience or knowledge can be substituted for the educational requirements, A combination of Education and experience shall be considered.)

	Education Requirement
	Specialization (If any)

	· Bachelor’s degree in Business Administration, Operations Management, Engineering, Pharmaceutical Sciences, or a related discipline preferred.
· An equivalent combination of education, technical training, and relevant pharmaceutical packaging experience may be considered.
· High School Diploma or equivalent required.
	



	Experience Requirement


(Describe the experience required for this role. Identify the type of experience, number of years, and any additional comments on the experience and education requirements for the role.  Also, include any geography specific requirement that differs from experience.)
	· Progressive experience in pharmaceutical packaging, manufacturing, or a comparable regulated production environment.
· Prior supervisory or management experience overseeing production employees, packaging lines, or multi-shift operations.
· Demonstrated knowledge of cGMP, FDA, DEA, OSHA, data integrity, and pharmaceutical documentation requirements.
· Experience coordinating production schedules, staffing, material availability, equipment readiness, and cross-functional operational support.
· Experience reviewing batch records, reconciliation records, production documentation, and packaging performance data.
• Experience supporting deviations, investigations, CAPAs, change controls, equipment qualifications, or continuous improvement activities preferred.
• Familiarity with ERP and production reporting systems such as SYSPRO, SAP, JDE, or an equivalent system.
• Demonstrated experience coaching supervisors, developing production employees, and addressing performance or compliance concerns.

	Number of Years 
(Minimum to Maximum)
	6–9 years of relevant experience, including at least 2–3 years in a leadership, supervisory, or management role.




Technical competencies/ Certifications/ Licenses:

(Briefly describe the required competencies such as skill, ability, and knowledge an individual must possess to perform the role. Also, identify any certification or licenses required to perform the role.)
	Technical competencies
	· Strong leadership, coaching, and team-development skills with the ability to provide direction across multiple packaging lines and shifts.
· Strong working knowledge of pharmaceutical packaging operations, cGMP requirements, data integrity principles, and controlled documentation practices.
· Proficiency in reviewing batch records, logbooks, reconciliation records, cleaning documentation, and production reports.
· Ability to coordinate production schedules, staffing resources, material readiness, equipment availability, and operational priorities.
· Knowledge of packaging equipment operations, line setup, changeover activities, and operator-level troubleshooting.
· Ability to analyze production metrics, identify performance trends, investigate operational losses, and implement sustainable improvements.
· Working knowledge of deviations, investigations, CAPAs, change controls, root cause analysis, and other pharmaceutical Quality System processes.
· Familiarity with equipment qualification and packaging process validation principles, including IQ, OQ, and PQ activities.
· Proficiency with Microsoft Office applications and ERP or production reporting systems.
· Strong critical-thinking, problem-solving, organizational, and decision-making abilities.
· Effective written and verbal communication skills for interaction with employees, management, Quality Assurance, and cross-functional departments.
· Ability to manage multiple priorities, respond to changing production requirements, and make timely operational decisions within established authority.
· Solid understanding of applicable regulatory and safety requirements, including cGMP, FDA, DEA, OSHA, and company policies.

	Certifications
	N/A

	Licenses
	N/A

	Other
	N/A




5.Physical demand and Work environment:
(Provide details regarding the physical demands and work environment that are essential to the role)
a. Physical demands:
	· Ability to stand, walk, bend, stoop, and reach for extended periods during a shift.
· Frequent handling of materials and operation of equipment controls requiring manual dexterity.
· Ability to lift and/or move up to 30 pounds independently.
· Visual acuity to inspect products and read documentation, including close, distance, color, and depth perception.
· Ability to wear personal protective equipment (PPE) including gowns, gloves, safety glasses, and hearing protection.




.
b. Work environment:
	Work is performed in both office and packaging floor environments in a regulated pharmaceutical manufacturing facility. The role requires frequent presence on the floor to oversee operations, with exposure to production equipment, powders, cleaning agents, and controlled substances. Office work includes documentation review, scheduling, and communication with other departments. Strict adherence to gowning requirements, safety protocols, and cGMP regulations is required at all times.



6.Compliance:
	· Foster a culture of ethics and compliance with the law, including compliance with the Food, Drug and Cosmetic Act and all associated regulations (the “FDCA”), in the Company’s day-to-day operations at all levels of the Company. 
· Personally comply with all Company codes, policies, and procedures concerning ethics, corporate governance, quality, and compliance, including compliance with the FDCA and all other applicable laws, rules and regulations.  
· Provide strong, visible support and commitment to the Company’s policies against violations of the law, including the FDCA, and the Company’s codes, policies and procedures. 
· Reinforce these standards and encourage employees under your supervision to abide by them. 
· As properly authorized by the Company’s Board, President, Chief Executive Officer, General Counsel, the Quality Council, Investigation Review Board, or otherwise by the Company’s policies and procedures, support quality and compliance-related continuous improvement plans and initiatives, quality investigations, and investigations concerning possible violations of the FDCA, its associated regulations, and Company codes, policies, and procedures concerning ethics, quality, and compliance.
· As appropriately authorized by the Company’s Board, President, Chief Executive Officer, General Counsel, the Quality Council, Investigation Review Board, or otherwise by the Company’s policies and procedures, support the Company’s continuous improvement plans and initiatives related to ethics, quality, and compliance, including compliance with the FDCA and associated regulations, and projects related to such plans and initiatives. 
· Timely and satisfactory completion of all required training, including training related to ethics, compliance, quality, and position-specific requirements. 
· Ensure that all Company personnel under your supervision timely and satisfactorily complete all required training, including training related to ethics, compliance, quality, and position-specific requirements.
· Understand and fulfill the compliance responsibilities of your role.
· Understand the compliance responsibilities of the employees under your supervision and take reasonable steps to ensure that those employees are aware of, and fulfill, their responsibilities.
· Report all known or potential violations of Company codes, policies, and procedures, or of applicable laws, rules and regulations, to the Company as contemplated by the Company’s policies and procedures, including SOP-0015 (Escalation to Management on Critical Matters Pertaining to Quality and Regulatory Compliance), or through the Company’s FaceUp portal, available by telephone or online (details below). 
Compliance Hotline # (205) 354-2405
www.faceup.com
Download Faceup App using the
Passcode # KVKxxxx1842
Or scan QR Code below
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